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The Food Safety and Standards Authority of India (FSSAI) published in India’s official gazette a draft
regulation on new product approval procedures.



General Information:

DISCLAIMER: The information contained in this report was retrieved from Government of India and
World Trade Organization (WTO) websites: http://www.fssai.gov.in/ and www.wto.org. The Office of
Agricultural Affairs and/or the U.S. Government make no claim of accuracy or authenticity.

On January 31, 2017, FSSAI published a draft regulation on new product approval procedures in the
Official Gazette of India and invited a 30-day comment period only from the domestic stakeholders.
The comment period expires on March 11, 2017. FSSAI has termed these categories of food or food
ingredients as “non-specified food and food ingredients.”

The draft regulation outlines new product approval procedures for the following food and/or food
ingredients:

a. Novel foods or food containing novel ingredients with no history of human consumption in
India;

b. Food ingredients with a history of human consumption in India, but are not specified under any
other regulations made under the Food Safety and Standards Act, 2006;

c. New additives and processing aids; and

d. Foods manufactured or processed through novel technologies.

For readers’ convenience, the definition of novel foods as defined by FSSAI is pasted below.

13. Novel food.~ (1)(i) For the purposes of these regulations novel food is a food that-

(a) may not have a history of human consumption; or

(b) may have any ingredient used in it which or the source from which it is derived, may not have a history of
human consumption; or

(c) a food or ingredient obtained by new technology with innovative engineering process, where the process may

give rise to significant change in the composition or structure or size of the food or food ingredients which may
alter the nutritional value, metabolism or level of undesirable substances.

(ii) No novel food shall be manufactured or imported for commercial purpose without the prior approval of the Food
Authority by filing an application along with all relevant documents and details as specified by the Food
Authority from time to time.

(2) The labelling of novel food shall be-
(i) in accordance with the specific labelling requirements, if any; or
(i1) specific to claims relating to the novel product; or
(iii) as per the category notified by the Food Authority in the specific regulations.

Background:

A similar draft notice was published by FSSAI on October 4, 2016, soliciting comments from WTO
member countries for 60-days period after the WTO published the notice on its website, which occurred
on October 17, 2016 (G/SPS/N/IND/163). Subsequently, the comment period for WTO members
expired on December 16, 2016. For additional details on the draft notice, please refer to GAIN

IN6132.

The full text of the notification as well as the press note is pasted at the end of this report and is also
available on the FSSAI’s website www.fssai.gov.in/
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Press note

Food Safety and Standards (Approval for non-Specified Food and Food Ingredients)
Regulations, 2017

FSSAI has notified draft regulations on Food Safety and Standards (Approval for non-
Specified Food and Food Ingredients) Regulations, 2017 inviting comments and suggestions

within a period of 30 days from the date of publication of the notice.

2: After implementation of the Act and the Regulations framed thereunder with
effect from 5th August 2011, and the fact that the safety assessment and approval for
the non-standardized food was a new concept, the FSSAI introduced a Product Approval
system through advisories as a means to undertake safety assessment of the food

products and products containing ingredients which do not have standards.

3 However, in view of the Hon’ble Supreme Court order vide dated 19.08.2015, it
was no longer possible to continue the process of product approvals for non-

standardized food products/ ingredients in the absence of legitimate regulations.

4. In order to address the situation arising after discontinuation of the product
approval system, FSSAI has amended the provision pertaining to proprietary foods in
relevant regulation and also notified the Food Safety and Standards (Health Supplements,
Nutraceuticals, Food for Special Dietary Use, Food for Special Medical Purpose, Functional
Food and Novel Food) Regulations, 2016. With these developments, a larger number of
products, that would have otherwise required specific approvals from Food Authority, got
covered. However, there are several food products/ ingredients which are still not covered in

the any of the regulations made under FSS Act, 2006.

5. Consequently, to provide the opportunity to Food Business Operators to innovate the
new food products, FSSAI came up with this draft regulation on Food Safety and Standards

(Pre-Market Approval for Non-standardised Food) Regulations, 2017.
ks This regulation covers the following articles of food or food ingredients:

(a) novel food or food containing novel ingredients not having a history of human

consumption in the country;

(b) food ingredients with a history of human consumption in the country but not

specified in any other regulations made under the Act;
(c) new additives and processing aids;
(d) food manufactured or processed with the use of novel technology.

The above regulation will be finalised after considering the comments/ suggestions
from the stakeholders.
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MIMISTEY OF HEALTH AND FAMILY WELFARE
{Food Safety and Standard: Anthority of India)
NOTIFICATION
Mew Delhi, the 3]st Tamnary, 2017

F. Mo. 12PA RegulationThr (PA)FSSAI-2016.—The following draft of the Food Safery and Standards
(Approval for Mon-Specified Food and Food Inpredients) Repulations, 2016, which the Food Safety and Standards
Authority of India proposes to make with the previous approval of the Central Govermment, in exercise of the powers
conferred by clause (v) of sub-section (2) of section 92 of the Food Safety and Standards Act, 20046 (34 of 2004), is
hershy published a5 required by sub-section (1) of section 92 of the said Act, for the information of all persons likely to
be affected thereby; and motice is hereby ziven that the said draft regulations shall be taken into consideration afier the
expiry of a period of thirty days from the date on which the copies of the Gazette confaining this notification is pablished
are made available to the public;

Objections or suggestions, if any, may be addressed fo the Chief Executive Officer, Food Safety and Standards
Authority of India, Food and Druz Administration Bhawan, Eotla Foad, Mew Delhi — 110 002 or send o the email
address of Anthority st regulaton@fesal gov o

The objections or suzzestions, which may be received Som any person with respect to the said draf regulations
before the expiry of the pericd specified above, shall be considerad by the Food Safery and Standards Awthority of India.

Diraft regnlations
1 Short title and commencement —Theze regulatdons may be callad the “Food Safety and Standards (Approval for
FNon-Specified Food and Food Ingredients) Fegalatons, 2017.°
1. Defimifions —(1) In these regulations, unless the confext otheraise requires:-

() “Act” means the Food Safety and Standards Act, 20046 (34 of 2004);

() “Approval” mesns 3 permission to meamfacture, dismibate, sell or import any article of food or food
ingredients, intended directy or indirectly for buman consumption, that has not been permitted under
any other regulation made under the Act;

{c “Food Authority”™ means the Food Safety and Standards Authority of India established under secton 4
of the Act.

) The words and expressions used herein and not defined, but defined in the Act or males or regulatons
made thereumdar, shall have the meaning a5 assigned to them in the Act, niles or regulatdons.

3. Frocedure for grant of prior approval. —(1) The maonfacnmrer or mporter of articles of food shall submit an
application in FORM I, or FOEM II, or FORM I, or FORMA IV, or FOEM V, or FOEM VI, as the cazs
may be, along with requisite documesnts and fae to the Food Anthority.

2) The Food Authomity shall scoodnize the applicaton and other informadon stated in FORM L or
FORM IL, or FORM I, or FORM IV, or FORM WV, or FORM VI

(3} The Food Awthority may direct the applicant to submit additional supporting documents, data or
clarifications, if required.

4y The Food Anthority may either grant approval or reject the application, as per FORM VII, on the basis
of the safery assessment of the articlas of food.

3 Where the approval is granted, the food business operasor shall submit certificate of analysis of the
production parameters relating to chemical muimitional, microbiclogical, beavy metals, pesdcide
residues and naturally ecowming toxicants to the Food Anthonity.

()] The food business operator may file an appesl before the Chairperson, Food Authority, against amy

dacision of rejection of his application.

A food business operator, who is agzrieved by the decision of the Chairperson, Food Authority, may

file review petition to be placed for consideration in the meeting of the Food Authority.

(8} The Food Authomity may, for rezsoms to be recorded in wrifing, revoke or suspend any approval
granted to any food business operator.

) The Food Authority may review from tdme to time, the amouns of fee for filing an applicatdon

(107  If the food business operstor has reason to beliswve that the food for which the approval has besn
granted imvolves amy risk for health be shall imrmediately suspend the import, manafacmare, sale, or

3
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dizmibarien of such articles of food snd tske steps to recall the same under intimation to Food
Awthority in accordsnce with the provisions of the Food Safety and Standards (Food Fecall)
Ferulzton 2014,

(11}  The Food Safety Officers and Designated Officers chall immediately inform the Food Authority of amy
conplaint received regarding safery of food approved by the Food Awnthority under these regmlations.

4 Frior approval for manufaciure, storage, zale, distribution, import, etc.—( 1) Mo person shall mamafacmre,
store, sell dismibute or inport the following articles of food or food ingredients except with the pricr approval
of the Food Anthority, namely—

{(3) mnowvel food or food contining novel ingredients not having & history of human consumption

(b} food ingradients with a history of buman consummpdon in the country but not specifed in any
other regulations made under the Act;

{c) new additives snd processing aids;
(d} food manufactured or processad with the use of novel technology.

2 The provisions of these regulatons are in addition to and not in deTogation of any rules or regulatons
made under the Act.

5 The fiood business operator shall spply for the license as per the procedurs specified in the Food Safety and
Smandards (Licensing and Fegistration of Food Businesses) Pegulations, 2011, afer grant of approval as per
FORM VIL

FORMI
[%ee regulation 3 (1) and 3 (2]
Application format for approval of non-specified food and food mgredient
Wame of the applicant
Mobile Mo. [ Phone Ma. -
E-mmil:
Mame of the organicaton:
Licemce mumber if any:
Mammre of Business:
Orzanisations] Backsround:
Address of the organizaton:
Ciry:
SmateTT:
Note: All commmmications will oy be made through the above email and phone momber.
FOEM I
[See regulation 3 (1) and 3 (2]

FPerzoms applying for movel foed or food contaiming novel Ingredients or processed with the nze of novel
techmology shall fornish the following information, namely:—

L The target group for the szid proposad food, if auy:
1. HMame of the proposed product Ingredient:
2. Tustification of the name of the proposed product:
Provide the detziled composition of the product (with quansity of the insredients and addidves added in the product)
4. Source of ingradient (animal, chemical, botanical or micro-biological)
In case of amimal, botanical or micro-biological source gemis and species may be mentioned

[*1]
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(a) Aoy New Ingredient(s) [Flease specify if the products had one or more new ingradients] meaning any
ingredients which as on date is not listed in Food Safety and Standards Fegulation or an ingredient
which has been intreduced for the first dme in India;

(o)} Evidence proving that the product / ingredisnt is safe

5. Please provide the dooumentary evidence regarding regulatory stams of the ingredients.

&, Indicate the recommmended daily allowance levels (as specified by Indian Council of Medical Fesearch) for
vitamins, minerals and such other nutrients where reconumended daily allowances are specified

Functional use of ingredient or product:
(a) Specify the functional nse of the proposed product in the target group for homsn consumption;

) A boef description with dooumentary evidence of the same may be provided along with jusdfication
of data etc. for the quantity nsed.

Provide infended nse of the new product

{a) Specific bensfit to the consumers or food mamifachurers, if the proposed food productingredient is
allowed;
(b}  Specific advantages'disadvantazes of the proposed food preduct to consumers and mamifachurers
along with justafication, supported with decumentary evidence;
() Any other perceived use of the manufactore and resultant advantages or disadvantages may also be
provided.
L Certificate of analysis fom third pamty Natonsl Accredited Board of Laboratories or International
Laboratories Accreditation Cooperation recognised laboratories shall be provided which demonstrates the compliance of
the ingredients or products to the specifications as claimed by the applicant The certificate of analysis shall inclwde
chemical parameters, ouirient levels, calorific value, metals contaminants (P, Cd, As Cr, Cu, Sn Hg, Mi), namrally

ocowTing toxdc substances, aflatoxins, pestdcide residues, TPC, T&M, E-Coli, Coli Form and freedom from Pathogenic
organismes, and other chemical parameters. The validated test method as needed for the analysis (with informaton on
Limit of Detection, Limit of Cuantification sensitivity, repeatability, specificity and other test methods) shall be
provided with references.

10. Proposed label in compliance with section 23 of the Act and Food Safety and Standards (Packaging and
Labeling) Bisgulations, 2011 to be attached with the following heading .—

FROPOSED LABEL FOR AFFROVAL®
11 Method of mannfactore: Please provide the process used for manufacture of the product in detail.
12 Feeal time or accelerated Shelf Life or Stability of product (shelf life studiss) shall be provided.

13. Specific conditions of storage mmst be provided along with detailed divections for wse and expected ill effect
due to failure to store the product under optimal conditions.

14 History of consumption of product (attach supporting documents))

(a) Geographical asea of use (with established history of safe use in at least two countmies, regulated by the
Food regimes prevalent in ETT, U534 Canada, Ansmalia, Tepan and Chins;

(b} Average quantity of consumption;
() Positve effects;
(d) Negative or adverse effects.
15. Safery Information: (Documents on risk assessment or toxicity smdies to be attached)

{a) The information shall be based on safety or rsk assessment review from published stdies and safety
smdies conducted on the ingredient snd food product by the applicant

(B Safery information (literature based and if any addifional study conducted):
{c) Informaton on homan stedies, if any;
{d) Tomicological smdies;

(5] Fesults of Ame’s tests to test onmagenscity, chromoesomsl abermation tests, smdies for reproductive
toxicity, prenatal developmental tocicity studies;
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i) Provide evidence to demonsirate that the proposed product or the ingredient will not adversely affect
any specific population groups that is presmant women, lactating mwothers, children, elderly or amy
other vulnerable group;

(&) History of new ineredient product in other countries {Doouments to be attached);

(k) Allerzenicity: Attach published or uopublished reports of allerzenicity or other adverse effects m
humans associated with the food consumption, Attach reports prepared by World Health Organisation
or by other national or infernational agenciss responsible for food safety or public health like Codex,
United 5tates Food snd Drug Administration, Europesn Union, Food Standsrd:s Ausmalia Mew
Zealand and other apencies;

[ Information on dietary exposure, nutritional impact and potential impact on the consumesr.

16. Pegulstory Statws: Mention the countries where the product or ingredient is permited for direct or indirect
human consumption as feed. If s0, provide the level and pupoese of consomption by the consumers with the
relevant regulations.

17. Copy of agreement of relationship of applicant and manufachwer snd other entities involved i the food
business of the proposed product, namely, marketer, importer, re-packer.

18. List of documents attached: The applicant shall attach an indexed list of doouments in support of the application
and idenfify these in relation to the information code herein

21 ANl data decurmentary evidence provided by the applicant shall be fom internationsl peer reviewed jourmals,
intemnational bodies incloding World Health Organisation and Food and Agriculnore Organisation Cmly
complete records or smdies shall be provided.

Name and signature of the Applicant.
FORM IIT
[5ee regulaton 3 (1) and 3 (2]

Application for food ingredients with a history of human consumption in the country but not specified in any
regulation under the Act:—

(3) Product name;

(b} Proprietary name;

() Food Category System code;

(d} Mamufecture or Infend to manufactars or inporter or wish to Import or markes or wish to market;

(e} Copy of license (if any);

(f) Detil Composition with quantity of ingredients and additives;

(g} Fesulatory stams of the additives;

(L} Source of the mgredients and additives (animal chemical botamical or micro-biclogical) In caze of
amimeal botanical or micro-biological source gem: and species may be mentonad;

(1) Enduse declaration;

(3) Complete Certificate of amalysis;

(k) Shelf life seshiliy datasheet;

([} Label and Claims if smy:

(m) Copy of agTesment;

(o) Mamfacturing process in brief,

(o) Declarstion whether Fecommended Daily Allowsnce wvalues of ingredients (like mineral/
vitamins'amine acids’protein'metsl efc) are as per Indian Council of Medical Fesearch puidelines

along with the age group.
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FORMIV
[See regulation 3 (1) and 3 (2)]

Application format for new additives.

1)
@

3
)
&)

(8)
Q)]
()
=

(10}
(11}

(1
(13
(14)
(13
(16)
an
(18)
(1

2m

Conmon name and Chemical name

Category or Class name of the additive (Please give the fimctonal name of the additive, namely,
Emulsifier Presenvatives pearmitted sweetensrs/anti-oxidants and other additives)

Name TMN5 munber and quantities of the food additdves.

Purity (Food grade)

Acceptable Daily Intake or status a5 per Codex

Lavel of use applisd for

Source of the ingredient(znimal chemical, botanical or micre-biological)

Fick Assessment by appropriaie agency.

Brief description of the functional role of the additive in the food (5) for which approval is required,

Fegulstory status in Food Safety and Stapdards (Food Product Standards and Food Additives)
Fegulation 2001

If respomse to the above is negative, Please give Infemnational approwval stames like OODEX, Code of
Federal Regulations (United States), Europesn Food Safery Anthority, Food Standards Aunsmalia Mew
Zealand, and other agencies.

Certificate of analysis as in Form I

Shelf life stability data sheet

Label as per Food Safety and Standards (Packaging and Labelling) Regnlations, 2011
Safety informasdon

Method of mannfacnme

Method of analysis

Caopy of agresment

In case of flavouring agent specify whether it is natural or nature identical or artificial or symthetic and
in case of colouring agent provide (Colour Index) colour number where applicable.

If the addidve is wsed as a processing aid in the product, specify any residual levels that may be preseat
in the final product.

FORMY
[See regulation 3 (1) and 3 (2)]

Application format for processing aids and enzymes.

o
3]
(3

3]
&)
(&
M
23]
®

Name
Symooym

Molecular weight, enzyme activity, purity, Water content, ash content, nicrobial lmit, storage
standards may be specifcally provided.

Specification

Source

Certificate of analysis as specified in Form IT

Shelf life stability data sheet

Label as per Food Safety and Standards (Packagmg and Labelling) Regulations, 2011
Safety informaton
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(10
(113
(12)
(13)
(14)
(15)
(16)
(17
(18)
(18)
(20)

Mamifaciuring process
Method of analysis
Copy of agreament
Fick assescment

International practices

Effect of food ensymne or processing aids in the final food.
End use (specify food in which it is to be wsed)
Fiasidual limit in the Snal product

Acceptable Daily Intake

Toxicity level

Adverse effect (If amy)

FOEM VI

[See regulztion 3 (1) and 3 (23]

Application format for articles of food and food ingredients consisting of or iselated from microorganizms, fungi

or algae:—
Drata required for microorganisms used as Food (Directly Fed) or Used as a Source of Food
Ingredisnts
5. Mo
1. Wature of mictobe Bacterium Yeast Fungus
2 Name of the microbe Cram: Species Sirain
3 Source Indigenons Impored
Izolated Culrare Collection
= If locally isolated Deposited  in the - Mo
Mational Culhare
Collecton (2.2
Microbial Type Culnure
Collection, Matomnal
Cenfre for Dizeass
Consrol)
If deposited in Culbars Mame and Address of Feference No Flaceipt
Collaction Culture Collection .
(Copy)
[ If bought fom Natonal Mame and Address of Feference No Flaceipt
Culrurs Collection Culture Collection .
(Copy)
T If mported and privately Country of origin
Isolated
MName and Address of Feference No Feceip
the Foreign S
Crganization Tndustry (Copy)
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g If bought fom Mame and Address of Beference Mo Beceim
International Culhure Intermations] Culmars (Copy)
Collection (2.5 American Collection
Type Cultare Collection,
Tormal of Clinical
Microbiolozy )
9 Material Tran:fer Yesz (Copy) No
Agzresment between
exporter foreign entity and
mponter'mamifaciurer in India
10 If the organizm has been ez Ko

zenetically manipulared.

11 Type of genetic manipulation | Indoced nmration Facombirent DNA Technology
12 If induced rmitation The nzfure of ntation The neme of the zensalterad
13 If Facombineant DA The nzture and Sourceaf
Techoology plazmid Vector
Foreizn gene inserm Matre Source
Whether vector comtaing YesTo The name of antibiodc
antibipdc resistance gens” and concentradon
14 Any ather markers on TeuMo Type
VECTOT
15 Any precautions’safety
Izznes specified with the vectorn
foreign gene
16 Any Institutional Bio Safety
mechanism in place
17 Safery/Generally Fecopnized | Copy

as Safe Stamus of the microbe|

18 Declaration by the | The undersigned verifies that all ingredients are approved for use by the
Mamufacnoer or importer | Export Country Matdonal Fegulator or appear on their Generally
reparding safery and end wse | Fecopnised as Safe list (Mame of the Begulatory Agency), and each
product is intendad for human consunption and is available for sale in they
cowmay of origin without restricion.

(1) Compositon of the product

(2} Cermficate of analysis as specified in Form IT

(3) Shelf life stability data sheet

(4) Label as per Food Safery and Standards (Packaging and Labelling) Fegulations, 2011
(%) Maufacnring process

(&) Method of analysis

({7} Safety information

(8) Copyof agresment
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FOEM VI
Approval
[See repulation 3(4) and repulation 5]
1. Application details:

Subject: Application for Approval — 1eg

Application No:

Diate of application:

Name of the FBOV applicant:

Registered office address:

Awnthorized person:

Name of the proposed food
product:

1. Application statws:

Approval statms: Approved Fejected

Froduoct category:

Produoct name:

3. Composition:

Inzredients Food Additives
MName IMS Mo. Limits {GMP or
mgTig)
4. Condifions for approval: (Anthorized Siznatory)

£ EReasons for rejection, if any:

PAWAN AGARWAL, Chief Executive Officer
[ADVT. I/ Exty. /407/16(187)]
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